PykoBoACTBO NO 3KCM/lyaTauum

FfonoBku anacTuuHbie cromartonoruvyeckue «Poliflex»
no TY 9433-040-10614163-2015.

PY Ne®CP 2010/08181 o1 25.04.2023r.

HasHauyeHue nspenus
[ONOBKM 3nacTUYHble CTOMaTonormnyeckme «Poliflex» npeaHasHayvyeHbl 419 06paboTKM NIOM6 13
MaTepManoB CTOMATONOTMYECKNX MOAMMEPHbBIX BOCCTAaHOBUTESbHbIX.

TexHUYecKune xapaKTepUCTUKN

Paboyas 4aCTb roIOBOK M3roTOB/IEHA N3 PE3NHOBOW CMECK Ha OCHOBE HaTYyPasIbHOTO Kay4vyka,
HanoNHeHHOW abpa3nBoOM. B kavecTBe abpasnBa MCNONb3YIOTCS pa3Hble GpakLmm OKCHaa
antoMUHKMA. [oNIoBKa 3€N1EHOrO LBETa HaNOIHEHA KPYNHOW dpakLmMen abpasra OKCMAA ATIOMUHUS.
[onoBka 6e10ro LBeTa HanosHEHa MeNKown dpakumern abpasrBa OKCKMAA aNtOMUHUSA. [OTIOBKM
HanNpPeCcCOBaHbl Ha XBOCTOBUKK TUMN 1, AnameTpom 2,35 MM C KaHaBKOW 1 MJIOCKOW NbICKOM MO

FOCT P NCO 1797-2018. TonoBku npefHa3HayveHbl 411 COBMECTHOTO MUCMOJb30BaHUS C
CTOMAaTONIOrMYeCKMm HakoHevHrkamum no FOCT ISO 7785-2-2011.

Tabnuvua TMNOB rONOBOK, B MONHOM (ACCOPTUMEHTHOM) HOMEHKNATYpPE:

CK11 CK12 CK13 CK14 CK15 CK16 CcK17 CK18 CK25

632 204 243 524 045 632 204 030 524 065 632 204 022 524 090 632 204 307 524 090 632 204 159 524 040 632204 278 524 030 632204 237 524 035 | 632204 101 524 140 632 204 254 524 058
632 204 243 514 045 632 204 030 514 065 632 204 022 514 090 632 204 307 514 090 632 204 159 514 040 632 204 278 514 030 632204 237 514 035 | 632204 101 514 140 632 204 254 514 058

Cnoco6 npumeHeHuUs

BH1MaHMe: [ONOBKM a1aCTUYHbIE CTOMaToNnornvyeckume «Poliflex» nocTaBngioTCs B HECTEPUSIBHOM
dopme. lNepen KaxxablM MPUMEHEHNEM FONOBKM AOMKHbI MIPONTU Ae3NHPEKLMIO N CTEPUIMN3ALMIO.
[ns npeasaputenbHOM 06paboTKU (YOANEHNS U3TULLKOB U WAMPOBKM MOBEPXHOCTEN MIOM6)
MNCMONb3yMTe rONOBKM 3€1EHOMO LBETa, 06paboTKy nposoauTe npu ckopocTtm ot 7000 go 12000
06/MWNH C opolleHneM BoaoM. s OKOHYaTeNbHOM 06pabOTKM (CrnaXkMBaHWs 1 MONMPOBKMN
MOBEPXHOCTU MIOMO) UCMOJIb3YNTE rONOBKM 6€10ro LBeTa, 06paboTKy NPOBOAUTE MPU CKOPOCTU
He 6onee 7000 06/MUH C OpoLLEHNEM BOAOW.

Mo60ou4Hble 3pPeKTbl: 4O HACTOALLETO BPEMEHWN HEN3BECTHDI.

NMpoTuBonokasaHus K NPUMEHEHUIO

-He ponyckaeTcs NpyMeHsATb FONOBKM HE MO Ha3HaYeHMIO;

-He ponyckaeTcs NnprMeHsaTb FON0BKM NEPCOHANOM 6e3 MCMONb30BaHMS 3aLLUMTHOIO SKpaHa ANs
a3, Nep4yaTokK ANs 3alinMTbl PYK M MAaCKM A8 3alMTbl OPraHOB AbIXaHWS;

-He ponyckaeTcs MpUMEHSTb FTONOBKM C TPELLMHAMU U CKOMaMM Ha MOBEPXHOCTU UK C
NPOCPOYEHHbBIM CPOKOM FrOAHOCTH;

-He ponyckaeTcs mMprMeHaTb rONOBKM 6€3 MPOBEPKU HAAEXXHOCTU GUKCALMM TONOBKM B
CTOMaTONOMMYECKOM HaKOHEYHWMKE W 6€3 BbINOJIHEHWS MPOBGHOrO 3anycka C 4OMNYCTMMOW YaCTOTOM
BPaLLEHWNS HE BOJIee TOM, KOTOPAas yKasaHa B PyKOBOACTBE MO 3KCMyaTaumm Nnpon3BoanTens
FONOBOK;

-He ponyckaeTcs MprUMeHaTb rONOBKM MOBPEXAEHHbIE, MOrHYTblE M MOTEPSIBLUME LLEHTPOBKY;

-He ponyckaeTcs MpyUMeHSTb rONOBKM C MPEBbILLIEHNEM MAKCUMalbHbIX O6BOPOTOB 1 YpEe3MEPHOro
[aBEHMS, KOTOPOE MOXET Bbl3BaTb OTKIOHEHME, N3rn6 N BNOKUPOBKY FONOBKMK;

-He ponyckaeTcs NprUMeHSTb roNoBKM C XBOCTOBMKamM (CK) ang yrnoBoro HakoHe4YHmKa 6e3
OXNNAXXAEHWNS BOAOW 3TO MOXET MPUBECTU K HEOHPATVMbIM MOBPEXAEHNSAM, Kak 3y6a, Tak v
OKPYXatoLLMX TKaHEN;

-He ponyckaeTcsa npumeHsaTb Ae3nHOMLMpPYIOLLMe CPeACTBa, COAEPXKALLME anbaernabl;



MpMeHeHVe HepeKOMeHAYEMOTro Ae3NHOULMPYIOLLErO CPefcTBa U/ VUM NPOAOIKNTENBHOE BPEMS
ne3nHoekumm (OTIMYHOE OT YKa3aHHOIO B MHCTPYKLMM MPON3BOAMUTENS Ae3MHPULMPYIOLLErO
CpencTBa) MOXET NPUBECTUN K USMEHEHUIO CBOMNCTB 1 XapaKTEPUCTUK rONOBOK.

MeToAbl OMUCTKU U Ae3nHPeKL U

Le3nHdbekumo 1 NnpeaAcTepUIn3aLMOHHYO OYMCTKY FONOBOK MPOBOASAT KaK PYYHbIM, TaK U
MeXaHUNYeCKMM CMOCOBOM.

1. TwaTenbHO NPOMOMNTE FONOBKM NOA CTPYEM BOAbI, NP HEOOGXOAMMOCTWN UCNONb3YNTE
HEW/IOHOBYIO LLIETKY.

2. BbinonHuTe ae3nHGEKUMIO ronoBOK Ae3UHONLIMPYIOLLIMM PacTBOPOM (He coaepXaLlimm
anbAernaoB), NPUroTOBNEHHBIM COMMACHO MHCTPYKLMU MPOMU3BOANTENS A€3MHPULMPYIOLWLErO
cpencTia. e3snHbeKumo ronoBOK MPOBOANTE Npu TemnepaType He meHee 18°C, npmn noaHOM
MOrpy>XXeHnn roIOBOK B pacTBOp, M3berast 06pa3oBaHMs BO3AYLLHbIX MPOHOK.

3. Bpems 06paboTKM rONOBOK OTCYMTHIBAETCSH OT MOMEHTA MOTrPYXXEHUS NOCTeAHEN FTONOBKN B
PacTBOP M onpefenseTcs KOHLEHTpaunen paboyero pacTBopa COrnacHoO MHCTPYKLMMK
npomusBoauTens AesnmHduumpytoero cCpeacTsa.

4. [Nocne nctevyeHus BpemMeHu o6paboTKM, MPOMOMNTE FONOBKM MPOTOYHOW BOAOW.

5. BbicylwinTe, OCTaTKM BNaru yaaamTe CKaTbiM BO34YXOM.

6. B13yanbHO NpoBepLTE YACTOTY U LeNIOCTHOCTb rONIOBOK. [1py HAaNNYMK BUANMBIX 3arpsi3HEHU
Heo6XxoOMMO MOBTOPUTH O6PABOTKY.

7. Ecnun pe3vHbekums ¢ MCrnonb3oBaHMEM OAHOIO U3 OA06PEHHbIX METOAOB ellle He MPOBOANNACH,
TpebyeTca prHanbHas Ae3nHOEKLMS B NapOBOM CTepuamlaTope (6e3 ynakoBKM) B MOAXOAALLMX
WTaTMBAX UM NOTKAX.

8. lng NOBTOPHOIO NMpUMEHEHUS UK XPaHEHUS TPpebyeTCs LOKYMEHTUPOBAHHOE NMOATBEPXKAEHME
BbIMOJIHEHUS MPEeAnMCaHHOM NpoLuenypbl 06pPaboTKM.

MeTop cTepunusaumm

Crepmnmsaumio ronoBOK NPOBOAAT NAaPOBbIM METOAOM (BOASHOW HACBILLEHHbIN Nap Noj
N36bITOYHBIM AABNEHNEM).

Pexxnm ctepunmsaymm:

[laBneHue napa B ctepunmsaumnoHHomn kamepe — 0,2+0,02 MMMa (klc/cm2);

Pabouasa TemnepaTypa B CTEPUIN3ALMOHHOM Kamepe — 13242°C;

Bpems cTepunmsayMoHHOM BblAepXKM — 20 MUH.

KomnnekT nocraBku

[TONOBKM pas3nnYHbIX MOLENEeN 1 LIBETOB, COMMacHO aCCOPTUMEHTHOM HOMEHKNaType,
BbIMYCKaKOTCA B CNEAYIOLWMX BUAAX KOMMAEKTaUMM:

1.Mopnenn CK11, CK12, CK13, CK14, CK15, CK16, CK17, CK18, CK?25, komnnekTHOCTbIO 1 WIT.; 2 WT.;
8wT.; 10 wt.; 30 wT.; 50 wT.; 100 WT. B NakeTe NOIMMEPHOM.

2.Monenn CK11, CK12, CK13, CK14, CK15, CK16, CK17, CK18, CK?25, komnnekTHoCcTbio 8 wT.; 10 wT;
30 WT. B KOPOOKE NOANMEPHOMN.

3.Mopnenn CK11, CK12, CK13, CK14, CK15, CK16, CK17, CK18, CK?25, komnnekTHOCTbIO 50 nnm

100 wrT., pa3MeLlléHHbIE Ha BCTaBKE M3 MOPOJIOHA, B KOPOBKE KAPTOHHOM.

YcnoBus xpaHeHUs1 U TpaHCNOPTUPOBaHUS

[ONOBKM B YNAaKOBaHHOM BMAE AOMKHbI XPAHUTBLCS B 3aKPbITbIX MOMELLEHUSAX, 3aLUMLLEHHbIX OT
BO3AEMNCTBUSA MPSIMbIX COJTHEYHbIX IyYen M aTMOChepHbIX OCaAKOB nMpu TemnepaTtype oT +5°C no
+40°C 1 OTHOCUTENBHOW BNAYXHOCTU He bonee 98 %. YCnoBMa TPaHCMOPTUPOBAHUS MpU
Temnepatype oT -50°C go +50°C n OTHOCUTENBHOWM BNAXXHOCTM He bonee 98 %.

FapaHTUM nsrotosutens

VI3rotoBmuTENb rapaHTUPyeT COOTBETCTBME FONOBOK BCEM TPEHOBAHMSAM

TY 9433-040-10614163-2015 npu cobntogeHnm yCnoBui TPaHCNOPTUPOBAHNS M XPaHEHNS B
TeyeHue 3 neT. [apaHTUMHBIM CPOK XpaHeHUs 3 roga Co AHS BbIMycCKa.



Homep napTuu, faTa BbiMyCKa, CPOK rOAHOCTW YKa3aHbl B PYKOBOACTBE MO 3KCMyaTaumm u/mnm
Ha yrnaKoBKe.

TexHMYecKoe 06Cny)XuBaHNE N PEMOHT
[ONOBKM TEXHUYECKOMY OBCNYXXMBAHWUIO U PEMOHTY HE Noanexar.

YTunusauus

MeonuUMHCKME OTXOAbI TONOBOK B BUAE XBOCTOBMKOB M YNAKOBKM OTHOCSATCS K 3MUAEMUONOTNYECKN
6e30MacHbIM OTxXoAam (Knacc A) M MOTyT 6bITb YTUAM3MPOBaHbI Kak TKO (TBEpAble KOMMYHasbHble
OTXOAbl) MO NpaBWIaM, yCTaHOBEHHbBIM B MEANLMHCKOM YUYpeXAeHUN Ha OCHOBaHWMU
AENCTBYIOLLErO 3aKOHOAATENbCTRA.

Mpoussopgutenb: OOO «Lennt», Poccus, 394028 r. BopoHex, yn. Aumumutposa, 124/
TenedoH +7 (473) 237-61-06, 279-78-87

[laTa Bbinycka UM NocnefHero nepecMoTpa PyKOBOACTBA MO 3KCMayaTaumm (mecsau/ron):
25.01.2023

JononHutenbHas nHpopmaums

I3roToBmMTENb HE HECET OTBETCTBEHHOCTW B C/lyYae NOBPEXAEHWN, NOyYeHHbIX BCAeACTBNE
HecobntoAeHVS [AHHOTO PYKOBOACTBA MO 3KCMAyaTalnm UM NPUMEHEHNS U3LENNS HE MO
Ha3Ha4YeHMIo.

MHdopMaLmo MO KaueCTBY U3AENUS UK O CyYasX BbISBEHNS HEGNArONPUATHbLIX COBbITUN, HE
YKa3aHHbIX B PyKOBOACTBE MO 3KCMyaTauum, MPUHUMAIOT NO afpecy:

OO0 «Uenut», 394028, r. BopoHex, yn. Anmutposa 1241.

TenedoH +7 (473) 279-78-87, +7 (473) 237-61-06

e-mail: mail@celit.ru.

CUMBOJIbI, MPUMEHSIEMbIE MPU MAaPKNPOBAHUN MeANLMHCKOro n3aenms (symbol used in medical
device labelling): n3o6paxeHne Ha 3TUKETKE /UM B CONMPOBOAUTENBHOM AOKYMEHTALNM
MeOVLMHCKOrO n3fenus, nepepatoLlee crneumanbHyo MHPOPMaLMIO, MCKIKOYAOLLY O
HEeO6XOAMMOCTb AN MOCTaBLUMKA MW MOTPebUTens BNAAETb 3HAHNEM KOHKPETHOro
HaLMOHAJIbHOTO A3blKa WA PErnoHa:
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